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DETAILED ACTION 

Election/Restrictions 

Claims 1 , 3, 25, 27, 33 - 36 and 39 - 41 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on April 9, 2008. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 2, 4 - 5, 7, 14 - 1 5, 21 - 22, 26, 28 - 29, 31 , 37 - 38 are rejected under 
35 U.S.C. 102(b) as being anticipated by Kipshidze et al. (US 5,437,292). 

With respect to claims 2 and 4, Kipshidze et al. (hereinafter "Kipshidze") 
discloses a method for treating a puncture in a femoral artery resulting from a cardiac 
catheterization procedure in a patient, comprising: a) applying topically to the patient's 
skin over a catheter exit site a composition comprising an effective amount of a 
epinephrine, wherein the vasoconstrictor does not comprise a poly-. beta. -1 -^4N- 
acetylglucosamine polymer or derivative thereof, and wherein the catheter exit site is 
contiguous with the catheter puncture in the femoral artery by 1-10 cm; and 
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concurrently b) applying compression to the punctured vein or artery, wherein a 
cessation or reduction of blood flow out of the breach or puncture in the femoral artery 
is achieved in 30%-50% less time than applying compression in conjunction with a 
topical barrier-forming material without said vasoconstrictor as set forth in col. 3, lines 
22-65. 

Regarding claim 5, Kipshidze discloses a composition further comprising an anti- 
fungal or antibacterial agent as set forth in col. 8, lines 40 - 44. 

As to claim 7, Kipshidze discloses a method further comprising a pharmaceutical 
carrier as set forth in col. 7, lines 54 - 60. 

With reference to claim 14, Kipshidze discloses a method wherein the 
composition further comprises a coagulant as set forth in col. 7, lines 49 - 60. 

With respect to claim 15, Kipshidze discloses a method wherein the patient is a 
human as set forth in col. 4, lines 4-6. 

As to claims 21 and 22, Kipshidze discloses a method further comprising before 
step (a) the step of administering heparin to the patient as set forth in col. 8, lines 50 - 
54. 

With reference to claim 26, Kipshidze discloses a method wherein the 
compression is manual compression as set forth in col. 8, lines 53 - 59. 

As to claims 28, 29 and 38, Kipshidze discloses a method wherein the 
compression is applied to the vein or artery proximal of the puncture or breach as set 
forth in the abstract and figures. 

Regarding claim 31, Kipshidze discloses a method further comprising, repeating 
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step (b) as set forth in col. 6, lines 11 - 21 . 

As to claim 37, Kipshidze discloses a method wherein the vein or artery is 
breached or punctured by a catheter as set forth in col. 4, lines 50 - 53. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6, 19 - 20, 23 and 42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kipshidze et al. (US 5,437,292) in view of Coury et al. (US 
6,162,241). 

The difference between Kipshidze and claim 6 is the provision that the 
composition further comprises collagen. 

Coury et al. (hereinafter "Coury") teaches a composition further comprising 
collagen as set forth in col. 6, lines 49 - 56. 

It would have been obvious to one of ordinary skill in the art to modify the 
composition of Kipshidze to include collagen because collagen activates or catalyzes 
the natural pathways of clotting as taught by Coury in col. 6, lines 49 - 56. 

As to claims 19-20 and 42, see the rejection of claim 6. 

The difference between Kipshidze and claim 23 is the provision that the 
composition further comprises protamine sulfate. 
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Coury teaches a composition further comprising protamine sulfate as set forth in 
col. 7, lines 28-31. 

It would have been obvious to one of ordinary skill in the art to modify the 
composition of Kipshidze to include protamine sulfate because the use of such acts as 
an antidote to anticoagulation as taught by Coury in col. 7, lines 28 - 31 . 

Claims 8 -13, 16 - 18, 24 and 30 and are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kipshidze et al. (US 5,437,292) in view of Cochrum et al. (US 
2002/0197302). 

The difference between Kipshidze and claim 8 is the provision that the 
composition is formulated as a solid. 

Cochrum et al. (hereinafter "Cochrum") teaches a composition formulated as a 
solid as set forth in [0205], and specifically a gauze [0218]. 

It would have been obvious to one of ordinary skill in the art to formulate the 
composition of Kipshidze as a solid because the use of such rapidly arrests bleeding 
and promotes rapid clot formation as taught by Cochrum in [0205]. 

With respect to claims 9-13 and 18, see the rejection of claim 8. 

As to claim 16, Cochrum discloses a composition applied as a film as set forth in 
[0224]. 

It would have been obvious to one of ordinary skill in the art to modify the 
composition of Kipshidze to apply it as a film or membrane because the flim/membrane 
is thinner and more flexible and therefore will have a decreased foreign body sensation 
as taught by Cochrum in [0224]. 
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As to claim 17, see the rejection of claim 16. 

With reference to claim 24, Kipshidze discloses the method related to various 
types of procedures which may relate to the femoral artery as set forth in col. 3, line 61 
to col. 4, line 4. 

Cochrum teaches a similar concept relating to the femoral artery as set forth in 
[0235]. 

It would have been obvious to one of ordinary skill in the art to employ the 
method of Kipshidze to the femoral artery because the femoral artery is the largest 
artery which may result in rapid life-threatening blood loss if punctured and not 
immediately stabilized. 

The difference between Kipshidze and claim 30 is the provision that the 
compression is applied with a compression bandage. 

Cochrum et al. (hereinafter "Cochrum") teaches the compression is applied with 
a compression bandage as set forth in [0072]. 

It would have been obvious to one of ordinary skill in the art to employ a 
compression bandage in combination with the composition of Kipshidze because the 
use of such induces rapid blood coagulation while maintaining constant and direct 
pressure on the site as taught by Cochrum in [0072]. 

Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kipshidze et al. (US 5,437,292) 
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With reference to claim 32, the examiner contends that the method disclosed by 
Kipshidze is identical to that claimed as set forth in the rejection of claim 2 and would 
therefore result in the rate as claimed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michele Kidwell whose telephone number is 571-272- 
4935. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michele Kidwell/ 

Primary Examiner, Art Unit 3761 



